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DETAILED ACTION 

Change of Examiner 

This application has been reassigned from June Rogers to Brian Gulledge for the 
remainder of its prosecution. Applicant is advised that future communications should be directed 
to Brian Gulledge, who can be contacted at 571-270-5756, Monday-Thursday from 6:00 am 
until 3:00 pm. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on January 5, 2009 has been entered. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it. in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 11-14 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. This is a "new matter" rejection. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
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application was filed, had possession of the claimed invention. Applicant previously presented 
claims 1 1 and 14 (newly added in the amendment filed May 30, 2008). These claims recite the 
inclusion of hydroxyproline and aspartic acid, but the claims do not require the two amino acids 
be complexed to a silanol. The deletion of the limitation that the two amino acids are complexed 
with a silanol is new matter. The composition discussed in the abstract (lines 1-3), specification 
(page 5, lines 20-24), and claims (claim 1) as originally filed always included complexation with 
a silanol. Applicant, in arguments received on January 5, 2009 and March 4, 2009, states that the 
disclosure contemplates the combination of hydroxyproline and aspartic acid to treat hair loss. 
However, the Applicant does not point out or cite any portion of the disclosure to support this 
limitation. Claims 12 and 13 were amended to depend from claim 11 in the claim amendments 
received on January 5, 2009, and are also rejected. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 8-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Desjonqueres (US Patent 6,001,378) in view of Hirama et al. (US Patent 4,713,397) and 
Zaveri (US Patent 6,376,557). Desjonqueres discloses compositions for treating alopecia, the 
compositions comprising organosilicone derivatives (abstract, lines 1-9). Suitable silanol 
derivatives disclosed by Desjonqueres include the complex of hydroxyproline and aspartic acid 
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with methylsilanol (column 4, lines 14-19). Amounts taught by Desjonqueres range from 0.1 to 
1.0 wt% (column 6, examples 1-3), a range that overlaps the instantly recited range. And in 
cases involving overlapping ranges, the courts have consistently held that even a slight overlap in 
range establishes a prima facie case of obviousness. In re Peterson, 65 USPQ2d 1379, 1382 
(Fed. Cir. 2003). Desjonqueres also teaches the inclusion of preservatives, perfumes, and water 
in the composition (column 6, examples 1-3). Desjonqueres also discloses that the composition 
is applied topically (column 5, lines 45-54). Desjonqueres does not teach the further inclusion of 
octyl butyrate, glutamine peptides, benzyl nicotinate, and panthenol in the composition. 

Hirama et al. discloses compositions for reducing hair fall-out comprising the skin 
vasodilator drug benzyl nicotinate (abstract, lines 1-8). The amount of benzyl nicotinate taught 
by Hirama et al. ranges from 0.1 to 2 wt% (column 1, lines 57-62), which overlaps the instantly 
recited range. The composition is applied topically (column 6, lines 2-5). 

Zaveri discloses compositions for treating alopecia that are topically applied (abstract, 
lines 1-6). The active ingredients include from 0.5 to 4 wt% of Ancrine (a commercially 
available mixture of octyl butyrate and glutamine-containing peptides (column 4, lines 17-30). 
Zaveri also discloses the inclusion of the moisturizer panthenol in the composition (column 8, 
lines 8-9). 

Therefore, it would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to have combined the ingredients taught by Desjonqueres, Hirama 
et al, and Zaveri into a single composition. Generally, it is prima facie obvious to combine 
compositions, each of which is taught by the prior art to be useful for same purpose (the above 
hair-loss treatment compositions applied topically), in order to form a third composition to be 
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used for the very same purpose. The idea for combining them flows logically from their having 
been individually taught in the prior art. See MPEP 2144.06. 

The rejection of claims 8-14 was over Desjonqueres, Hirama et al, and Zaveri was 
presented in the action mailed September 4, 2008. In the response received on January 5, 2009, 
the Applicant argues that the amounts recited of the above ingredients would not have been 
obvious, and one of ordinary skill in the art would not expect the combination to achieve the 
recognized result. Applicant also further argues for the synergistic effect of the combination of 
ingredients, and both presents data in the arguments as well as states that these results are present 
in the specification. 

The Examiner is not persuaded by these arguments. There is no evidence provided to 
support the statement that the amounts of the ingredients would not have been obvious as there is 
a synergistic effect from the combination of these elements in these amounts. The specification 
discloses data to support a "formulation" (which is not defined) that decreases hair loss (pages 7 
and 8). The specification does not discuss a synergistic effect with regards to this/these 
formulations. The Applicant also provides data in the arguments to support this statement. 
However, a showing of unexpected results must be based on evidence, not argument. See MPEP 
2145. And evidence of unexpected results must be supported by an appropriate affidavit or 
declaration (which has not been provided), and not by attorney statements. See MPEP 
716.01(c)(1). 

The argument that the skilled artisan would not expect the combination to have the 
recited properties is also not found persuasive. One of ordinary skill in the art would have 
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expected the combined composition to have the property of treating alopecia and reducing hair- 
loss, as each composition alone was taught to have this property. 

In the response received on March 4, 2009, the Applicant argues that the composition 
interferes with the numerous mechanisms that cause hair loss "without exerting any local 
pharmacological or systemic action, which would be the case with an anti-hormone activity", 
that the silanol complex promotes fibroblast proliferation and increases collagen crosslinks, and 
the combination of butyric acid and peptides rich in glutamine promotes hair growth. 

The Examiner is not persuaded by these arguments. The assertion that the composition 
does not exert any local pharmacological or systemic action is not supported by any provided 
data or evidence. The Applicant also asserts properties of the silanol complex. Not only is no 
data or evidence provided, but Desjonqueres recognizes that the taught composition promotes 
cell metabolism and is a stimulant for the synthesis of collagen and elastin, which are related 
properties to that argued. Finally, the Applicant argues that the combination of butyric acid and 
peptides rich in glutamine promotes hair growth. There is both no evidence to support this 
statement, and the claims do not even recite the inclusion of butyric acid, so it is not clear how 
this fact, even if supported, relates to the compositions as recited. 

Conclusion 

No claims are allowed. 

All claims are drawn to the same invention claimed in the application prior to the entry of 
the submission under 37 CFR 1.114 and could have been finally rejected on the grounds and art 
of record in the next Office action if they had been entered in the application prior to entry under 
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37 CFR 1.114. Accordingly, THIS ACTION IS MADE FINAL even though it is a first action 
after the filing of a request for continued examination and the submission under 37 CFR 1.114. 
See MPEP § 706.07(b). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no, however, 
event will the statutory period for reply expire later than SIX MONTHS from the mailing date of 
this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Gullcdgc whose telephone number is (571) 270-5756. The 
examiner can normally be reached on Monday-Thursday 6:00am - 3:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on (571) 272-0580. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BMG 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



